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What is claimed is: 
GtAIMS 

4^ A quality assurance s ystem for tho detection of pro li f e rativ e 

m i croorgan is m s , c o mpri si ng 

a) a system for onriching microorg a nisms in a s ample in an "overnight 

cu l turo" correspond i ng to 8 to 24 hours' cu l t i vat i on und e r standard 
cond i t i ons a ccording to (ntornationai pharmacopoeias -( for e x a mple 
Ph. Eur.), food la w s , co s m e tics d i rectiv e s or other commercially 
ova il ab l o ind i roct methods, 

a - kit — for det e cting - l iv i ng, damagod or doad m i croorganisms i n 

fi l t e rabl e an €t /or non - f il terab le products conta i n i ng 

i) — — at le ast on e roagent cont ai n i ng a n - inductor and a fluore s c e nt 

r e ag e nt wh i ch, with -l iv i ng G ell s, lea ds to -t h e formation of a 
corta i n onzymo that r elease s a d e t e ct a b le fluor es c e nt dy e by 
reaction with a specific fluoroscont roagont, 

ii) at le ast on e nuc l e i c acid probe - for -d e te ct i ng microorgan i sms 

by i n s i tu hybridiz a tion, th e nuc lei c ac i d probe being fix e d to a 
fluor e scent marker, 
in which a det e ct i on li mit for pro l if er ativ e ^ i croo Fg an i smc of < 10 CFU/g is 
achiev e d, 

Sr. A qua li ty assuranc e systom as c l a i med i n c l a i m 1, characteriz e d i n 

that a det e ction- W m i t for prol i f e rat i v e m i croorganisms of < 1 CFU/g i s 
achieved. 

3: A- k i t accord i ng to claim 1, charact e riz e d 4 n th a t - tho roagont from b I ) 

c a n b e used for fi l torable li quid samp l e s and products or for fi l t e rab l e -li qu i d 
parte of tho samples and produ c ts to b e an a lyzed for d e t e cting ti ving 
microorgani s ms and i ndir e ct l y for d e tect i ng d e ad - m i croorgan is m s ? 

4, A kit according to claim V charact e rized in th a t tho nucle i c ac i d 

prob e from b ii) can b e used both - for fi l terab l e l iquid samp le s a nd pro d uct s 
and for norvf ii terabl e s a mples and products and for mixtures of filt e rable 
and — non - fi l t e rab le — samp l oc — and — products — for — d e tecting — living 
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microorganism s , 

& A qu ali ty as sur a nc e system as c la imed in any of c l a i ms 1 to 4 for 

detecting gram - positiv e and/or gram - negativ e bact e ria ond/or y e a6ts ond/or 
mold s and/or a l g ae . 

& Th e use of th e quality assuranc e syst e m claim o d in a ny oi -claim s 1 

to 5 for d e t e ct i ng m i croorganisms and for th e qua li ty ass e ssm e nt of 
fi l torab l o and/or non f il terabl e products and for ova l uating tho hyg i ono 
stat u s of product i on plants, a d e t e c ti on li mit of < 10 CFU/g b e ing achi e v e d, 

7. Th e us e of th e qu al ity a ssur a nc e syst e m c la imed i n any of c l a i ms 1 

to 5 for d e t e cting m i croorganisms and for tho qua li ty assossmont of 
fi l terabl e and/or non f il t e rab le products s e l e ct e d from the group cons i sting 
of crud e products, cosm e t i c preduGts, pharmac e ut i cal pr e paration s , foods, 
food suppl e m e nts, b e v e rag es ; t e xt i l e auxil i ar i es, dotorgontc and dyoo and 
la cqu e r s . 

& A procoss for d e tect i ng m i croorgan i sms in filt e rab le a nd/or non 

fi l terabl e products, in which th e qua li ty as s uranc e system c l aimod i n any of 
G l a i ms 1 to 5 i s u se d by 

a) cult i vat i ng tho samp l es in an "ov e rn i ght cu l ture" corr e spond i ng to 8 

to 24 hours' cu l t i vat i on und e r s t a nd a rd - cond i t i ons a ccord i ng to 
Internat i onal pharmacopoe i as (for oxamp l o Ph. Eur,), food l aws, 
oosmotics dir e ctive s or - comm e rc ia lly av aila b le i nd i rect m e thods in 
ord e r to e nrich microorgan i sms a nd 

using - a kit for detecting living, damag e d or dood m i croorgan is ms i n 

filtorablo and/or non - filterab l e products by 

i) i ncubat i ng th e e nrich e d sa mpl e wi th a reagent conta i ning an 

ift ductor and a fluor e scont reagont wh i ch i nduc e s th e 
formation of a certa i n onzyme i n th e c e lls and, i n th e proc e s s , 
a l lows a fluor e scont compound to b e formed from a 
fluoroocont roogent and/or 
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h) aft e r f i x i ng th e bacteria, incubat i ng th e m - with a nuotoio acid 

probo which i s prov i d e d w i th a fluoresc e nt mark e r i n order to 
in d u c e h ybr i dization and 
de t e cting the fluoresc e nc e of tho campl e s and correlat i ng tho resu l t w i th 
th e numb e r of ce ils, tho numbor of coltc b e ing d e t e rminable and, where 
b) i) is u s ed, d e ad and living c e lls being dist i nguishabl e f^ ono 
an oth e r 

Claim 9 (new): A system for the detection of a microorganism in a 
sample, comprising 

a) a system for culturing a microorganism in the sample; and 

b) a kit for detecting a cultured living or dead microorganism in 
filterable and/or non-filterable products comprising 

i) at least one reagent containing an inductor and a fluorescent 

reagent which, with living microorganisms, leads to the 
formation of an enzyme that releases a detectable fluorescent 
dve bv reaction with a fluorescent reagent, and 
ii) at least one nucleic acid probe for detecting a microorganism 
bv in situ hybridization, the nucleic acid probe being fixed to a 
fluorescent marker; 

in which a detection limit for a cultured microorganism of < 10 CFU/g is 

achieved. 

Claim 10 (new): The system of claim 9, wherein the detection limit for a 
cultured microorganism of < 1 CFU/o is achieved. 

Claim 1 1 (new): The system of claim 9 wherein the reagent of b) i) detects 
the number of living and dead microorganisms. 
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Claim 12 (new): The system of claim 9 wherein the nucleic acid probe of 
b) ii) detects the number of living microoroanisms^ 

Claim 13 (new): The system of claim 9 wherein the sample in a) is 
cultured for 8 to 24 hours. 

Claim 14 (new): The system of claim 13 wherein the sample in a) is 
cultured for 12 to 1 5 hours. 

Claim 15 (new): The system of claim 9 wherein the presence in the 
sample of a gram-positive or negative bacterium, a yeast, a mold or an 
algae is detected- 
Claim 16 (new): A process for detecting a microorganism in a sample from 
a filterable and/or non-filterable product, which comprises: 

a) culturing a microorganism in the sample and 

b) using a kit for detecting a living or dead microorganism from a 
filterable and/or non-filterable product bv 

i) incubating the cultured sample with a reagent containing an 

inductor and a fluorescent reagent, which induces the 
formation of an enzyme in the microorganism and allows a 
fluorescent compound to be formed from a fluorescent 
reagent and/or 

ii) after fixing the microorganism, incubating with a nucleic acid 

probe which is provided with a fluorescent marker in order to 
induce hybridization; 

c) detecting the fluorescence of the sample : and 

d) correlating the fluorescence with the number of living or dead 
microorganisms. 
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Claim 17 (new): The process of claim 16 wherein the sample is cultured 
for from 8 to 24 hours. 

Claim 18 (new): The process of claim 17 wherein the sample is cultured 
for from 12 to 1 5 hours. 



Page 29 of 30 



